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REMARKS 

Claims 1-4, 6, 8-10, 12-18, 20, 35, 37, 40-46 and 56-59 are pending and rejected. Claims 
5, 7, 19, 21, 34, 36 and 47-55 are withdrawn from consideration. Applicant herein cancels 
claims 1, 12, 13, 20, 35- 37, 42-46 and 56-59 without prejudice. As such, upon entry of the 
instant Amendment, claims 2-6, 8-10, 14-19, 21, 34, 40-41, and 47-55 will be pending. Claims 
5, 7, 19, 21, 34, and 47-55 will remain withdrawn from consideration. 

Applicant herein amends the claims to combine claims 1 and 6. Claims 2, 3, 4, 8, 9, 10, 
15 and 16 are amended to read as "method" claims dependent upon claim 6 (except claims 9 and 
15 which depend from claim 8) instead of claim 1, 3, 8 or 13. Claim 14 is amended to depend 
only from claim 6, and claim 15 is amended to depend from claim 8. Also, claims 17 and 18 are 
amended to read as "method" claims dependent upon claim 16. Likewise, claims 40 and 41 are 
amended to depend from claim 6 instead of "any one of claims 34-36." No issue of new matter 
arises from these purely formality changes. 



Rejection under 35 U.S.C. 102 

The Examiner rejects claims 1-4, 8, 12-13, 16 and 56-59 as allegedly anticipated by WO 
01/72277 (citing, pages 5, 6, 15-17 and claims 7 and 9). The Examiner notes that the intended 
use recitation "for producing an immune response" is not a patentable distinction for 
composition claims. The Examiner notes that lamellar bodies are present in many tissues and are 
therefore naturally occurring according to page 23 of the instant specification. 

Purely in the interest of advancing prosecution and securing swift allowance of the 
claims, Applicant herein cancels the rejected claims 1-4, 12-13, 16, 35, 37 and 56-59. Claim 8 is 
amended to depend from claim 6 which is acknowledged to be free from this rejection. 
Therefore, the rejection is now rendered moot. 
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Rejection under 35 U.S.C. 103 

1. WO 01/72277 in combination with WO 91/12026 in view of Szoka, U.S. Patent 
5,077,057 further in view of Sheffield et al, U.S. Patent 4,937,254 
The Examiner rejects claims 1-4, 6, 8-10, 12-18, 20, 35, 37, 40-46 and 56-59 over WO 
01/72277 in combination with WO 91/12026 in view of Szoka, U.S. Patent 5,077,057 and 
Sheffield et a/., U.S. Patent 4,937,254. The Examiner says WO 01/72277 teaches lamellar 
bodies according to the present claims but admits that WO 01/72277 does not teach using 
lamellar bodies for surgical adhesions. According to the Examiner, WO 91/12026 teaches 
reducing surgical adhesions by coating tissue surfaces with phospholipids, including less pure 
phospholipids, in combination with hyaluronic acid. The Examiner says that it is obvious that 
this is a lamellar composition. The Examiner admits that WO 91/12026 does not teach the 
amounts of each phospholipid in the mixture but says that it would be obvious to optimize the 
relative amounts of each. Further, it would allegedly be obvious to use commercial lecithin in 
combination with the other phospholipids. In addition, the Examiner says the number of 
liposomes and administration protocol would be obvious absent evidence of unexpectedly 
superior results. 

The Examiner says that Szoka teaches including cholesterol in liposomes to increase 
rigidity and encapsulating chemotherapeutic agents. Hence, it would allegedly be obvious to add 
cholesterol to the present compositions as well as chemotherapeutic agents. The Examiner says 
that Sheffield et al. teach inhibiting post surgical adhesion by topically administering liposomes 
containing phosphatidylcholine and cholesterol in combination with hyaluronic acid. According 
to the Examiner, it would be obvious that the preparations of WO 91/12026 would be in the form 
of liposomes since Sheffield et al. teach liposomes are formed by adding an aqueous medium to 
phospholipids. 

Applicant submits that WO 01/72277 merely teaches that lamellar bodies can serve in 
immune stimulation due to their flexible structure and their potential to take up proteins and 
cellular debris ("universal fly paper") and that these lamellar bodies can be easily taken up by 
cells of the immune system. (See, page 11, lines 8 to 11 and page 15, lines 13 to 17, page) WO 
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01/72277 does not teach or suggest providing these lamellar bodies in treating surgical 
adhesions. Moreover, WO 01/72277 teaches lamellar bodies that differ in both phospholipid 
content and structure to typical liposomes. Thus, Applicant submits that one of ordinary skill in 
the art would not be motivated to use lamellar bodies in relation to liposomes. Therefore, 
Applicant submits that one of ordinary skill in the art would not motivated to use the 
compositions described in WO 01/72277 for the purpose of reducing surgical adhesions as taught 
by WO 91/12026. Applicant submits that there is not a reasonable expectation of success in 
using such compositions for reducing surgical adhesions. 

Moreover, WO 01/72277 teaches away from combining WO 01/72277 and WO 91/12026 
(or vice versa). Applicant submits that one of ordinary skill in the art would have regarded the 
composition of WO 01/72277 as unsuitable for reducing surgical adhesions one of ordinary skill 
in the art would have expected the composition of WO 01/72277 to have been removed from 
circulation too quickly to allow reducing surgical adhesions. (See, e.g. page 15 lines 13 to 17) 
WO 91/12026 teaches that the phospholipids should remain in place for a prolonged period of 
time to provide the desired effect. (See,e.g. WO 91/12026, page 2, third and fourth paragraphs 
regarding "barrier" effect). 

WO 91/12026 primarily teaches using phosphatidyl choline vesicles or lecithin vesicles 
in solution to reduce surgical adhesions. WO 91/12026 teaches the purity of phospholipid is 
normally over 99%. (See, page 5) While WO 91/12026 does consider combinations of 
phospholipids to be permissible, WO 91/12026 does not teach the combinations of phospholipids 
presently claimed. The number of possible permutations of phospholipids that might be used, 
even considering the list of WO 91/12026, Table 1 is vast. The prior art provides no motivation 
to use the selection of phospholipids presently claimed. 

Applicant submits that even if, assuming arguendo, one selected the phospholipids of the 
presently claimed vesicles, based on the teachings of WO 91/12026 that "the levels of impurities 
should be kept below 0.1%," one would not be motivated to provide the selected phospholipids 
in the selected ratios as presently claimed. For example, claim 6 recites 15-23% sphingomyelin 
and 6 -10% phosphatidyl ethanolamine. These amounts are clearly far above the 0.1% level 
suggested by WO 91/12026. Therefore, Applicant submits that the prior art does not teach or 
suggest the selected ratios of the presently claimed vesicles. 
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Regarding the combination of WO 91/12026 with Szoka, U.S. Patent 5,077,057 and 
Sheffield et a/., U.S. Patent 4,937,254, Applicant reiterates the explanations presented in the 
previous response filed on July 21, 2008. The compositions of the present claims provide 
therapeutic properties in their own right. The vesicles of the present invention do not simply act 
as carriers for other active drugs as taught in the prior art. However, should one of ordinary skill 
in the art consider combining these teachings, Applicant submits that one would include high 
levels of cholesterol in the vesicles in view of the teachings of Sheffield et al at, for instance, 
Example 13. There, Sheffield et al, use vesicles of L-alpha-stearoyl phosphatidyl choline and 
cholesterol (molar ratio of DSPC to cholesterol is 2:1). 

Moreover, with respect to the method claims directed towards administering a 
therapeutically effective amount of a composition including lysophosphatidyl choline, Applicant 
submits that page 6 lines 2 to 4 of WO 91/12026 specifically teaches against incorporating 
lysophosphatidyl cholines. 

2. WO 01/72277 in combination with WO 91/12026 in view of Szoka, U.S. Patent 

5,077,057 and Sheffield et aL U.S. Patent 4,937,254 further in view of Vournakis, U.S. 
Patent 5,624,679 

The Examiner rejects claims 16-18 and 44-46 as allegedly unpatentable over WO 
01/72277 in combination with WO 91/12026 in view of Szoka, U.S. Patent 5,077,057 and 
Sheffield et al, U.S. Patent 4,937,254 further in view of Vournakis, U.S. Patent 5,624,679. The 
Examiner says that combining chemotherapeutic and anti-estrogens with the agents for anti- 
adhesion as taught by Vournakis would have been obvious. 

Applicant reiterates, as noted above, that one of ordinary skill in the art would not be 
motivated to combine WO 01/72277 and WO 91/12026. Regarding a combination of WO 
91/12026 with Szoka, U.S. Patent 5,077,057, Sheffield et al, U.S. Patent 4,937,254 and 
Vournakis, U.S. Patent 5,624,679, none of these documents, either alone or in combination, 
teach or suggest a lamellar body-like composition with the combination and specific ratio of 
phospholipids and cholesterol according the presently claimed invention. Further, Applicant 
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reiterates that the art teaches away from the specific mixture of phospholipids and other 
components having unexpectedly advantageous properties in the treatment of surgical adhesions. 

Rejection under the judicially created doctrine of obviousness type double patenting 

The Examiner rejects claims 1-4, 6, 8-10, 12-18, 20, 35, 37, 40-46 and 56-59 as allegedly 
provisionally unpatentable as obvious over copending claims 1-15 of United States Serial No. 
10/827,172. As noted above, Applicant herein cancels claims 1-4, 12-13, 16, 35, 37 and 56-59 
thereby rendering the provisional rejection moot as to these claims. Applicant further submits 
willingness to consider filing a Terminal Disclaimer upon notification of allowable subject 
matter. 



No additional fees are believed necessary in connection with the present submission; 
however, should this be in error, authorization is hereby given to charge Deposit Account No. 
11-1 153 for any underpayment or to credit any overage. 



It is believed that all of the claims are patentable and early notification as such is 
earnestly solicited. If any issues may be resolved by way of telephone, the Examiner is invited 
to call the undersigned at the telephone number indicated below. 

Respectfully submitted, 



FEES 



CONCLUSION 




J( David Smith, Esq. 
RSg. No. 39,839 
Attorney for Applicant 



KLAUBER & JACKSON 
411 Hackensack Avenue 
Hackensack, New Jersey 07601 
(201)487-5800 
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